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(57) ABSTRACT

The invention relates to a mechanical prosthetic heart valve
(10) comprising: an annular support (12) having an internal
peripheral wall (14) centered about a longitudinal axis (X)
and delimiting an internal passage, and at least two mobile
leaflets, preferably three mobile leatlets (40), arranged 1n
such a way as to each be able to effect a rotational movement
about an axis of rotation perpendicular to said longitudinal
axis (X) so that the valve (10) can pass from a closed
configuration to an open configuration and vice versa. Each
leaflet (40) comprises a leading edge (42) designed to come
against a portion of the internal peripheral wall (14) of the
annular support (12) when the valve 1s 1n a closed configu-
ration, an internal surface (465) extending from the leading
edge (42), and an external surface (46a) opposite the internal
surface (465) and extending from the leading edge (42). The
annular support (12) comprises two opposite edges (26, 28)
and as many extensions (30) as the number of leatlets (40),
which extend axially from one of the opposite edges. The
annular support (12) further comprising, on the internal
peripheral wall (14), two lower bearing members (16a, 165)
per leaflet which contact the internal surface (465) of the
associated leaflet (40) at respective bearing zones (52) when
the valve (10) 1s 1n a closed configuration. A distance
between the center of respective bearing zones (52) and the
leading edge (42) of each leatlet 1s greater than a thickness
of the leaflet at the center of said respective bearing zones

(52).
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MECHANICAL PROSTHETIC HEART VALVELE

RELATED APPLICATION

The present application claims priority to Swiss Applica- >
tion No. CH 00044/20, filed Jan. 14, 2020, the entire
contents of which are hereby incorporated by reference.

TECHNICAL FIELD
10
The present invention relates to a mechanical prosthetic
heart valve.

PRIOR ART
15

A distinction 1s made between two broad families of
prosthetic heart valves. One of these families covers valve
prostheses made of flexible tissue arranged on rigid struts in
order to mimic the natural valves, referred to as tissue
valves. The other of these families covers mechanical valve 20
prostheses which are devices with no relationship to the
shape of a natural valve and which are manufactured from
wear-resistant and biologically compatible artificial materi-
als.

Because of their anatomical configuration and physiologi- 25
cal mode of operation, tissue valves ofler biological pertor-
mance aspects similar to those ol a natural heart valve
because they conform to the natural structure of the flow of
blood through the chambers of the heart and through the
aorta. 30

This particular feature of tissue valves allows patients to
save on the need for an anticoagulant treatment for the rest
of their lives, and this eliminates the risk of hemorrhagic
accidents as a consequence of the long-term administration
of these medicaments and therefore aflords these patients a 35
better quality of life. In this way, the patient may forget that
he has a heart valve fitted.

However, these tissue valves have a limited life because
they unavoidably become calcified over time, which means
that they need to be replaced after ten years or so on average. 40
Because of their limited life, this type of prosthesis 1s, 1n
most cases, intended for subjects over 65 years of age or
subjects whose life expectancy 1s shorter than the life of the
tissue valves.

Unlike tissue valves, artificial valve devices of mechani- 45
cal type do not degrade and have a life that exceeds the span
of human life. Since the start of the 1960s, several genera-
tions ol mechanical heart valve have been successively
designed. Mention may be made, for example, of the valve
prostheses consisting of a caged ball (STARR-EDWARDS), 50
then, at the start of the 1970s, the second-generation pros-
theses consisting of a tiling disk (BJORK-SHILEY) and
then, ten years later, the side-opeming bi-leaflet third-gen-
eration prostheses of the ST-JTUDE MEDICAL type.

WO0O2008152224 discloses a mechanical prosthetic heart 55
valve of the latest generation. This heart valve comprises an
annular support comprising an internal peripheral surface
centered around a longitudinal axis and delimiting an inter-
nal passage as well as three leaflets arranged 1n such a way
as to each be able to eflect a rotational movement about an 60
axis of rotation perpendicular to the longitudinal axis so that
the valve can pass from a closed configuration to an open
configuration and vice versa. The leaflets between them
delimit a main orifice centered on the longitudinal axis and
through which the blood can tlow axially when the valve 1s 65
in the open configuration, whereas these leatlets obstruct the
internal passage of the annular support so as to be able to
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prevent the blood from flowing back through the main
orifice when the valve 1s 1n the closed configuration. Each

leaflet comprises a leading edge designed to come against a
portion of the internal peripheral surface of the annular
support when the valve 1s 1n the closed configuration, a
central part comprising an exterior surface and an interior
surface, and two lateral wings flanking the central part
symmetrically and which are inclined with respect to this
central part.

According to the configuration of the valve described 1n
that document, each leaflet 1s supported and articulated on
two bearing means at the level of 1ts leading edge only. That
1s, the leading edge of the leaflet has a leading edge contact
surface that contacts an upper surface of the bearing means
as the leaflet moves between the opened position and the
closed position. As a result, significant wearing of the leatlet
at the level of 1ts leading edge has been observed when
conducting accelerated-wear tests. This wear can be attrib-
uted to the fact that the leading edge contact surface of the
leaflet and the upper surface of the bearing means each have
a small radnn of curvature. A significant proportion of this
wear occurs at the moment of impact when the leaflets enter
the closed position and the leading edge contact surface
impacts the upper surface of the bearing means. This 1s
because at that moment, the instantaneous obstruction of the
flow creates a water hammer eflect which generates signifi-
cant loadings on all the bearing points of the leaflets, and
particularly on the bearing means.

It 1s an object of the present invention therefore to propose
a mechanical prosthetic heart valve that 1s configured so as
to limit wear at the level of the leaflets.

It 1s another object of the present mvention to propose a
mechanical prosthetic heart valve having improved guid-
ance of the leatlets.

BRIEF SUMMARY OF THE INVENTION

According to the invention, these objects are achieved by
means ol a mechanical prosthetic heart valve comprising an
annular support having an internal peripheral wall centered
about a longitudinal axis and delimiting an internal passage,
and at least two mobile leaflets arranged 1n such a way as to
cach be able to eflect a rotational movement about an axis
of rotation perpendicular to said longitudinal axis so that the
valve can pass from a closed configuration to an open
configuration and vice versa. The leaflets between them
delimit a main orifice centered on the longitudinal axis and
through which the blood can flow axially when the valve 1s
in the open configuration. The leatlets at least partially
obstruct the internal passage of the annular support so as to
be able to prevent the blood from flowing back through the
main orifice when the valve 1s 1n the closed configuration.
Each leatlet comprises a leading edge designed to come
against a portion of the internal peripheral wall of the
annular support when the valve 1s 1n a closed configuration,
an internal surface extending from the leading edge, and an
external surface opposite the internal surface and extending
from the leading edge. The annular support comprises two
opposite edges and as many extensions as the number of
leaflets, which extend axially from one of the opposite
edges. The annular support further comprises, on the internal
peripheral wall, two lower bearing members per leaflet
which are situated between two of said extensions and
designed to be in contact against the corresponding leatlet
when the valve 1s 1n a closed configuration.

The two lower bearing members contact the internal
surface of the associated leatlet at respective bearing zones
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when the valve 1s 1 a closed configuration. A distance
between the center of respective bearing zones and the
leading edge of each leatlet 1s greater than a thickness of the
leaflet at the center of said respective bearing zones.

In an embodiment, the smallest of two principal radii of
curvature ol the surface of each of said respective bearing
zones 1s greater than the thickness of the leaflet at the
bearing zone.

In an embodiment, the surface of the respective bearing
zones 1s substantially flat.

In an embodiment, the distance between the center of
respective bearing zones and the leading edge of each leaflet
1s greater than 1 mm.

In an embodiment, each of the two lower bearing mem-
bers associated with each leaflet comprises a curved guiding
surface. The leading edge of each leaflet 1s 1n contact with
the curved guiding surface of each lower bearing member
throughout the passage of the valve from an open configu-
ration to a closed configuration.

In an embodiment, the two lower bearing members com-
prise each an apex situated at a distal end of the curved
guiding surface. Each apex contacts the respective bearing
zones when the valve 1s 1 a closed configuration.

In an embodiment, the internal surface of each leaflet 1s
substantially flat. There 1s a gap between the curved guiding
surface of the respective two lower bearing members and the
internal surface of the corresponding leaflet in the closed
configuration.

In an embodiment, an inner surface of each apex of the
two lower bearing members bears against the leading edge
of the leaflet when the heart valve 1s 1n the open position.

In an embodiment, 1n a plane perpendicular to the longi-
tudinal axis of the annular support, the axis of rotation of
cach leatlet 1s situated at a distance from the longitudinal
axis that 1s greater than 75% of the radius of the annular
support.

In an embodiment, a profiled recess i1s present on two
opposite sides of each extension. The recesses act as guide
surfaces for respective two terminal portions of each leatlet
as the heart valve passes from an open configuration to a
closed configuration, and vice versa.

In an embodiment, each leaflet comprises a central part
comprising the external surface and the internal surface, and
two lateral winglets flanking the central part symmetrically
with respect to a plane of symmetry of the leatlet. The
winglets are inclined with respect to the central part of the
leaflet.

In an embodiment, the external surface of each leaflet 1in
the open position 1s at a distance from the internal periph-
erical wall of the annular support at least equal to 5% of the
diameter of the annular support at a plane of symmetry of the
leaflet.

Another aspect of the invention relates to a prosthetic
heart valve comprising:

an annular support having an internal peripheral wall and
defining an 1nternal passage centered on a longitudinal axis;

a leaflet having a central part and a winglet having a
proximal end portion extending from the central part with a
curved external surface and a distal end portion, said leatlet
turther having a leading edge, an internal surface extending
from the leading edge and a planar external surface opposite
the internal surface and extending from the leading edge,
said leaflets movable between an open configuration that
permits blood to flow through the internal passage 1n a flow
direction along the longitudinal axis, and a closed configu-
ration that prevents blood from flowing through the internal
passage 1n the flow direction; and
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a lower bearing member extending mmwardly from said
internal peripheral wall and aligned with the planar external

surface of the central part adjacent the curved external
surface of said winglet, said lower bearing member having
a proximal end, a curved guiding surface extending inwardly
from the proximal end and curved opposite the tlow direc-
tion, and a distal end having an apex extending from the
curved guiding surface in the flow direction.

The apex of the lower bearing member contacts the
internal surface of said leaflet at a bearing zone to support
the internal surface of said leatlet when said leatlet 1s 1n the
closed configuration.

In an embodiment, the apex 1s rounded and the bearing
zone 1s linear or flat.

In an embodiment, the leading edge 1s rounded.

In an embodiment, the center of the bearing zone 1s set
back from the leading edge by a predetermined distance.

In an embodiment, the predetermined distance 1s at least
1 mm.

In an embodiment, the internal surface of said leaflet 1s
substantially flat and further comprising a gap between the
curved guiding surface and the internal surface of said leatlet
in the closed configuration.

In an embodiment the leaflet 1s ngid.

In an embodiment, the prosthetic heart valve comprises at
least two lower bearing members for the leatlet.

In an embodiment, the prosthetic heart valve further
comprises at least two leatlets and at least two lower bearing
members for each leaflet.

In an embodiment, the lower bearing member 1s aligned
with the central part of said leatlet just adjacent the curved
external surface.

In an embodiment, the prosthetic heart valve further
comprises a first and second extension which each extend
axially from the internal peripheral wall, wherein the leatlet
extends directly from the first extension to the second
extension.

In an embodiment, the prosthetic heart valve further
comprises a plurality of lower bearing members for each
leaflet.

BRIEF DESCRIPTION OF THE FIGURES

Examples of implementations of the invention are indi-
cated 1n the description, which 1s 1llustrated by the attached
Figures, in which:

FIG. 1 1illustrates a perspective view of the mechanical
prosthetic heart valve 1n an open configuration 1n which the
leaflets between them delimit a main orifice through which
the blood can flow;

FIG. 2 1illustrates a perspective view of the mechanical
prosthetic heart valve 1n a closed configuration 1n which the
leaflets obstruct the internal passage of the annular support
so as to be able to prevent the blood from flowing back
through the main orifice;

FIG. 3 illustrates a view of .

FI1G. 4 1llustrates a view of FIG. 2, from above;

FIG. 5 1illustrates a view of FIG. 4 1n section on A-A;

FIG. 6 illustrates a view of the annular support, from
above;

FIG. 7 illustrates a view of FIG. 6 1n section on B-B;

FIG. 8 illustrates a perspective view of the underside of
the valve with only one leatlet;

FIG. 9 illustrates a perspective view or the underside of a
leaflet;

FIG. 10 illustrates an enlarged view of a portion of the
annular support of FIG. 6;

IG. 1, from above;

1) "1] "1]
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FIG. 11 1llustrates a view of a leaflet from above, from the
side of 1ts external surface;

FIG. 12 illustrates a view of FIG. 11 1n section on C-C;

FIG. 13 illustrates a partial perspective view of the
mechanical prosthetic heart valve 1n the closed configuration
with a partial section 1n the region of a lower bearing
member associated with a leaflet;

FIG. 14 illustrates a view similar to FIG. 13 for a
mechanical prosthetic heart valve according to the prior art;

FIG. 135 1llustrates a view similar to FIG. 13 when the
mechanical prosthetic heart valve 1s 1n the open configura-
tion;

FIG. 16 1illustrates a partial perspective view of the
mechanical prosthetic heart valve 1n the closed configuration
with a partial section in the region of an upper bearing
members associated with a leaflet;

FIG. 17 illustrates a view similar to FIG. 16 when the
mechanical prosthetic heart valve 1s in the open configura-
tion;

FIG. 18 1illustrates a view similar to FIG. 17 for a
mechanical prosthetic heart valve according to the prior art;

FIG. 19 illustrates a partial perspective view of the
mechanical prosthetic heart valve with a leaflet 1n both a
closed configuration and an open configuration;

FIG. 20 illustrates a view similar to FIG. 19 for a
mechanical prosthetic heart valve according to the prior art;

FI1G. 21 1llustrates a partial perspective view from under-
neath the mechanical prosthetic heart valve at the level of a
flow channel;

FI1G. 22 illustrates a partial section through the mechani-
cal prosthetic heart valve on a plane perpendicular to the
longitudinal axis of the annular support,

FIG. 23 illustrates a view similar to FIG. 22 for a
mechanical prosthetic heart valve according to the prior art.

FIGS. 24 and 25 are views respectively 1n section on A-A
and on B-B of FIG. 22 to illustrate the forces exerted on the
leaflets upon the opening of the valve, and

FIGS. 26 and 27 are views respectively 1n section on C-C
and on D-D of FIG. 23 to illustrate the forces exerted on the
leatlets upon opeming for a mechanical prosthetic heart valve
according to the prior art.

EXAMPLES OF EMBODIMENT OF TH.
INVENTION

(L]

In describing the illustrative, non-limiting embodiments
illustrated 1n the drawings, specific terminology will be
resorted to for the sake of clarity. However, the disclosure 1s
not intended to be limited to the specific terms so selected,
and 1t 1s to be understood that each specific term 1ncludes all
technical equivalents that operate in similar manner to
accomplish a similar purpose. Several embodiments are
described for illustrative purposes, it being understood that
the description and claims are not limited to the illustrated
embodiments and other embodiments not specifically shown
in the drawings may also be within the scope of this
disclosure.

As 1llustrated notably in FIGS. 1 to 4, a mechanical
prosthetic heart valve 10 comprises a ring-shaped annular
support 12 which within 1t defines a central internal passage
9 (also see FIG. 6) for the cyclic tlow of blood under the
action of the contractions of the heart. The flow passing
through the heart valve 10 when the latter 1s 1n the open
position 1s qualified as an antegrade flow and 1ts direction of
flow (also referred to herein as the outflow direction) is
indicated by the arrow A 1n FIG. 1. By opposition, the tlow
flowing in the opposite direction (also referred to herein as
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the inflow direction) when the heart valve 10 closes, 1s
qualified as a retrograde tlow.

The central internal passage for the flow of blood 1s
delimited by an internal peripheral wall 14 (FIG. 5) of the
annular support 12 which acts as a support for three mobile
leaflets 40. As depicted in FIG. 1, the annular support 12 of
the heart valve 10 1s centered around a longitudinal axis X
and exhibits symmetry of revolution about this axis. It will
be noted that the valve may, without this aflecting the
principle of the mmvention, comprise just two leaflets, in
which case the annular support 12 1s of elliptical shape and
the leaflets are oval in shape, or may comprise more than
three leatlets.

The annular support 12 also comprises an exterior periph-
eral wall 22 exhibiting a peripheral rim 24 intended to accept
a suture ring, not depicted, for example made of textile, and
which allows the surgeon to attach the valve to the heart
tissues using sutures 1n the known way.

In FIGS. 1, 3, the heart valve 10 1s depicted 1n the open
configuration in which the leaflets 40 are 1n what 1s known
as the raised or open position, the flow of blood passing
through the valve in the outtlow direction, whereas in FIGS.
2, 4, the valve 1s depicted in the closed configuration with
the leaflets in what 1s referred to as the lowered or closed
position, preventing blood tlow through the heart valve 10 in
the intlow direction.

As can be seen 1 FIG. §, the annular support 12 com-
prises an upstream edge or leading edge 26 connecting the
internal peripheral wall 14 to the exterior peripheral wall 22
and which 1s positioned on the upstream side of the ante-
grade flow. The annular support 12 also comprises a down-
stream edge or trailing edge 28 which 1s positioned on the
downstream side of the antegrade flow and which likewise
connects the internal peripheral wall 14 to the exterior
peripheral wall 22 of the annular support.

With particular reference to FIGS. 6 and 7, the support 12
also comprises three guiding extensions 30 which extend
from the trailing edge 28 1n the outflow direction, parallel to
the direction of the longitudinal axis X. The guiding exten-
sions 30 thus form projections or crenellations extending
axially with respect to the trailing edge 28 and the base of
which 1s substantially the same width (dimension perpen-
dicular to the axis X) as the tip. These guiding extensions 30
house profiled recesses 32, in the form of surfaces of
revolution, with which terminal portions of the mobile
leatflets, which will be described later, collaborate so that the
heart valve 10 can pass from a closed configuration to an
open configuration and vice versa.

With reference notably to FIG. 11, each leaflet 40 1s
identical to all the other leaflets with which the heart valve
10 1s equipped. The leatlet 40 comprises a central part 46 to
which there are connected two lateral winglets 48a, 486
flanking this central part symmetrically and which are
inclined with respect thereto as can be seen 1n particular 1n
FIG. 12. The central part 46 has an external surface 46a and
an iternal surface 465, each of which are substantially
planar though in one embodiment the internal surface 4656
and/or the external surface 46a can be shightly curved (as
shown for the inwardly curved internal surface 465 1n FIG.
12) to optimize flow characteristics.

The winglets 48a, 485 have an external surface 47a and
an internal surtface 47b, as well as a proximal end portion
43a, 43b6 and a distal end portion 41a, 415, respectively. The
external surface 47a of the distal end portions 41a, 415 can
be substantially planar or slightly curved. The proximal end
portion 43a, 43b 1s contiguous with the central part 46 and
forms a gentle curve mmward to the internal passage 9 so that
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the distal end portion 41a, 415 forms an angle with respect
to the central part 46. In particular, the external surface 47a
of the distal end portions 41a, 415 of the winglets 48a, 485
form an angle with respect to the external surface 46a of the
central part 46, which in one embodiment can be between 45
and 60 degrees. The leaflet 40 1s symmetrical with respect to
a plane of symmetry Z. The leatlets 40 are rigid, and can be
formed of a rigid material, such as PEEK.

Referring to FIG. 11, the leatlet 40 comprises a trailing
point 45, two terminal portions 49a, 495, a first trailing edge
d44a that extends between the trailing point 45 and the first
terminal portion 494, a second trailing edge 445 that extends
between the trailing point 45 and the second terminal portion
49b, and a curved leading edge 42 that extends between the
first terminal portion 494 and the second terminal portion
496 within the width W of the leatlet 40. Those elements
together generally define a triangular shape with an elon-
gated curved leading edge 42. The external and internal
surfaces 46a, 46b of the central part 46 and winglets 48a,
48b 1s positioned between, and does not include, the trailing
point 45 and the terminal portions 49a, 495. It 1s noted that
the leading edge 42 (as well as the trailing edges 44) can be
rounded, and the external and internal surfaces 46a, 465 are
defined to extend from those rounded edges.

When the leatlet 1s 1n the open position, as depicted in
FIGS. 1 and 3, the leading edge 42 1s positioned on the
upstream side of the antegrade flow and, in the closed
position, mates with the internal wall 14 of the annular
support 12 to form a seal that prevents blood flow from
passing, as can be seen in FIG. 4. The leading edge 42 of the
leaflet extends from a first terminal portion 49a to a second
terminal portion 495 these being situated at the distal ends
of the respective lateral winglets 48a, 48b. The leading edge
42 1s curved to match the curvature of the internal wall 14.

Furthermore, the leatlet 40 comprises, on the opposite
side of the leaflet to the side on which the leading edge 42
1s situated, a trailing edge 44 which 1s positioned on the
downstream side of the antegrade tflow. The trailing edge 44
comprises two symmetrical portions 44a, 44b which extend
respectively from the lateral winglets 48a, 48b as far as a
downstream end zone where they meet to form a point 45.
The point 45 1s aligned with the plane of symmetry Z of the
leaflet.

The heart valve 10 also comprises several lower (i.e., on
the upstream or leading side) bearing or support members
which are different for each leatlet (each leaflet has its own
bearing members 16a, 1656) and which are created on the
internal peripheral wall 14 of the annular support 12. In
particular, with reference notably to FIG. 6, two lower
support or support members 16a, 165 (also referring to here
as lower bearing or lower bearing members) are arranged
between two neighboring guiding extensions 30 to support
cach leaflet 40 when the heart valve 10 1s 1 a closed
configuration. The lower bearing members 16a, 165 are
positioned on the upstream side of the leaflets 40 facing the
internal surface 465 of the leaflets 40.

According to FIG. 13, the two lower bearing members
16a, 165 associated with each leaflet comprise each a
support body 19 with a proximal end 19a, an intermediate
portion, and a distal end forming an apex 18. The interme-
diate portion has a trailing edge that defines a curved guiding
surface 17. The proximal end 19q 1s at a proximal side of the
lower bearing members 16a, 165 at the juncture between the
support body 19 and the mnner surface 14, and has a curve
with a radun of curvature. The apex 18 extends further 1n the
outtlow direction than the leading edge 42 and 1s situated at
a distal end of the guiding surface 17, as may also be seen
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in FIGS. 8 and 13. The intermediate portion of the guiding
surface 17 1s located between the proximal end 19a and the
apex 18 and 1s curved away from the apex 18 in the inflow
direction upstream to the antegrade flow.

In addition, the lower bearing members 16a, 166 are
aligned with the central part 46 of the leatlet 40. Thus, 1n the
closed position, a lower bearing zone 52 1s formed where the
central part 46 of the internal surface 465 of the leaflet 4
comes 1nto contact with the apex 18 of the gmiding surface
17. The lower bearing zone 32 includes an apex bearing zone
(1.e., the part of the apex 18 that touches the leaflet) and the
leaflet bearing zone (1.e., the part of the leatlet internal
surface 465 that touches the apex 18). The apex bearing zone
and the leaflet bearing zone cooperate to stop the leatlet 40
as 1t moves from the opened position to the closed position
in the antegrade outflow direction; which 1n turn defines the
closed position for the leatlet 40. However, since the inter-
mediate portion 1s curved away from the leatlet 40, there
may be a gap between the intermediate portion of the
guiding surface 17 and the leaflet 40, as 1illustrated 1n FIG.
13. That 1s, in the embodiment of FIG. 13, the guiding
surface 17 extends inward into the central passage, and
upward (1.e., 1n the outflow flow direction) to the apex 18.

Moreover, the apex 18 does not touch the leading edge 42,
but 1nstead contacts a portion of the internal surface 465 set
back from the leading edge 42. Thus, the apex 18 1s
positioned suiliciently far from the leading edge 42 to avoid
wear of the leading edge 42 and for the apex 18 to provide
structural support, but not too far to interrupt flow. It 1s
further noted that in one embodiment the apex 18 of the
lower bearing members 16a, 165 has a width. Accordingly,
the apex and leatlet bearing zones are not a finite point, but
can be linear or the apex 18 can be a flat surface (e.g.,
rectangular or square) to further support the leaflet internal
surface 465 and distribute the force of the leaflet 40 con-
tacting the apex 18 and further reduce any hammering effect.

The leading edge 42 of each leatlet slides, at least 1n part,
along the guiding surfaces 17 of the two lower bearing
members 16a, 165 as the valve passes from an open con-
figuration to a closed configuration. The leading edge 42 and
the internal surface 465 of the central part 46 of each leaflet
40 are 1n contact with the two lower bearing members 164,
165 1llustrated notably 1n FIG. 6 when the valve 10 1s 1n a
closed configuration as can be seen particularly in FIGS. 8
and 9.

The configuration of the lower bearing members 16a, 165
has the advantage of significantly reducing the wearing of
the leaflets by spreading the contact zones, unlike the heart
valve according to W0O2008152224 1n which the contact
zones are concentrated at the leading edge of the leatlet as
illustrated 1n FIG. 14, something which may lead to prema-
ture wearing of the leaflets 1n this zone, thus reducing the
optimal service life of the heart valve. This configuration 1n
particular ensures that the bearing of the leaflet 1n the closed
configuration occurs over its iternal surface 465. Since the
internal surface 465 1s substantially flat, 1t has large radn of
curvature (see FIGS. 8 and 9). Thus, the internal surface 465
need not be completely flat, but have a sutliciently large radii
to increase the contact surface. The radi1 of the internal
surface 46a arc at least larger than the thickness of the
leaflet, which 1s larger than the radin at the leading edge.
Only the apex 18 of the guiding surface 17 contacts the
internal surface 466 of the central part 46 in the closed
position. Importantly, the leading edge 42 of the leatlet 40
does not contact the apex 18 and 1s not utilized to stop
movement of the leaflet; which therefore avoids wearing of
the leading edge 42, avoids any hammering effect on the
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leading edge 42, and ensures a rehable seal between the
leading edge 42 and the internal wall 14 in the closed
position. The very low risk of wearing has the advantage of
increasing the diversity of materials that can be employed.

The applicant has found that with respect to the present
heart valve 10, the wearing on the leatflet 40 at the zones of
contact of the lower bearing members 16a, 165 can be up to
30 microns during accelerated wearing tests; whereas under
the same conditions the wearing on the zones of contact of
the support members disclosed in WO2008152224 was in
excess ol 100 microns, which can result 1n leaflet 42 coming
free from the valve 10.

Thus, 1t 1s one aspect of the disclosure that the leading
edge 42 of the leaflet not be utilized to stop the motion of the
leatlet when the leaflet moves 1nto the closed position. In one
embodiment, the leading edge 42 (which may include part of
a rotational curvature at the leading edge) stays 1n contact
with the guiding surface 17 during rotation of the leaflet
from the opened position to the closed position, and the
internal surface 465 only comes into contact with the apex
18 1n the closed position. In that case, the lower bearing zone
52 1s positioned away from the leading edge 42 and also
away from any rotational curvature of the leading edge 42,
so that the bearing zone 52 does not include any part of the
leaflet that 1s involved in rotation of the leaflet, to avoid
added wear on the rotational elements.

In one embodiment according to FIGS. 9 and 13, the
distance d1 between the center of a bearing zone 52 of each
apex 18 against the internal surface 465 of the central part
46 and the leading edge 42 of each leatlet 1s greater than the
thickness t1 of the leatlet ({for example, the bearing zone 52
cannot be part of the leading edge 42 since the radius of the
leading edge 42 1s about half of the thickness) at the level of
the center of the bearing zone 52. This distance d1 1s greater
than 0.5 mm and preferably greater than 1 mm, for a valve
10 having an external diameter of 19-29 mm and a leatlet
thickness of less than about 1 mm (too thick leads to an
increased obstruction of the flow 1n open position). The radni
of curvature of the internal surface of the leaflet at the level
of the bearing zone 52 are also greater than the thickness t1
of the leaflet at this point. In the context of the present
disclosure, the radius of curvature of the internal surface of
the leaflet at the bearing zone (wherein the radius of a flat
surface 1s infinite) 1s defined as the smallest of the main radi.
This also covers a small hole or mdent in the leaflet that
forms a ball-joint between the leatlet and the apex. Said
otherwise, the smallest of two principal radi1 of curvatures
of the surface of the bearing zones 52 i1s greater than the
thickness of the leatlet at the bearing zones 52.

The heart valve 10 also comprises support members 34
arranged substantially in the middle and lower part of each
guiding extension 30 (FIGS. 5 and 7) and which take the
form of an element 1n the shape of the bow of a ship pointing
upward (1.e., 1n the antegrade outflow direction) and profiled
in the outﬂow direction. Each of the proﬁled clements 34 of
the respective guiding extensions 30 comprises lateral edges
that are suthiciently widely spaced to act as bearing supports
for the lateral edges of the leaflets 40 when the heart valve
10 15 1n a closed configuration.

Furthermore, two so-called upper (i.e., on the outflow
side) bearing members 20aq, 20b are arranged, for each
leaflet, at the level of the trailing edge 28 (FIG. 6) of the
annular support 12 1n a way that 1s axially offset along the
longitudinal axis X of the annular support 12 with respect to
the two lower bearing members 16a, 165. The upper bearing,
members 20a, 206 are on the outtflow side of the annular
support (1.e., 1 the mflow direction), facing the external
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surface 46a of the leaflets 40. What 1s more, the two lower
bearing members 16a, 166 and the two upper bearing
members 20a, 205 for each leatlet may for example be oflset
radially with respect to one another so as to avoid the two
upper bearing members 20a, 205 being placed 1n the wake
of the two lower bearing members 16a, 165b.

With particular regard to FIGS. 16 and 17, the two upper
bearing members 20a, 206 cach can be clongated with a
proximal end, distal end, and intermediate portion. The
intermediate portion has a leading edge 21' and a trailing
edge. The distal end can be a rounded apex 21 designed to
come to bear against the external surface 46a of the central
part 46 of each leatlet 40 throughout their pivoting about
their respective axis of rotation as the heart valve 10 passes
from the closed configuration to the open configuration.
More particularly, each upper support apex 21 1s designed to
come to bear against an upper bearing zone 34 (FIG. 16) of
the external surface 46a of the central part 46 of each leaflet
throughout at least 20%, or else 35% or even 350% of the
travel of each leaflet as the heart valve 10 passes from the
closed configuration to the open configuration, something
which causes the leatlet to rotate about 1ts axis of rotation.
That contact can be continuous or intermittent. When the
leaflet 1s pushed to open by the flow, the contact 1s continu-
ous during the first half of the opening.

The radn of curvature of the upper bearing zone 54 are
greater than the thickness of the leaflet at this zone, as for the
lower bearing zone 52, or said otherwise the smallest of two
principal radin of curvatures of the surface of the upper
bearing zone 54 1s greater than the thickness of the leaflet at
the upper bearing zone 54. As shown 1n FIG. 17, each apex
21 1s 1 contact with the external surface 46a of the central
part 46 of each leatlet throughout the majority of the opening
travel of the leatlet, unlike 1n the heart valve according to
WO02008152224 in which the apex of the upper bearing
members 1s 1n contact with the leaflet only at the very start
of the opening phase and in the zone of the leading edge of
the leaflet, as 1llustrated in FIG. 18. The shape of the upper
bearmg members 20a, 205 1s therefore significantly different
in comparison with the shape of the upper bearing members
disclosed 1n WO2008152224.

In particular, the two upper bearing members 20a, 2056 of
cach leaflet are 1n the form of projections that extend
inwardly from the internal wall 14 to overlap with the
leaflets 40. The two upper bearing members 20a, 2056 are
inset from the downstream trailing edge 28 of the support
12. In one embodiment, the leading edge 21' of the upper
bearing members 20q, 2056 1s substantially linear to match
the external surtface 46a of the leaflet. In addition, the
leading edge 21', and 1n one embodiment the entire bearing
member 20a, 205, 1s inclined with respect to a plane
orthogonal to the longitudinal axis X of the annular support
12, to reliably mate with the external surface 46 of the leatlet
in the closed position.

As shown m FIG. 16, the leading edge 21' of the upper
bearing member 2056 1s substantially parallel to and tlush
with the external surface 46a of the leaflet in the closed
position. That 1s, 1n the closed configuration, the external
surface 46a of the leatlet 1s at a predetermined angle from
the leading edge 42 to the trailing edge 44 1n the outflow
direction A (see FIGS. 1, 2, 5). In particular, the leading edge
42 1s level and the trailing edge 44 1s inclined from the
terminal portions 49 to the trailing point 45 1n the outflow
direction, such that the trailing point 45 1s further extended
in outflow direction than the leading edge 42 and the
terminal portions 49, at the predetermined angle. In addition,
the leading edge of the upper bearing member 2056 1s
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substantially at the same predetermined angle 1n the outflow
direction as the leaflet, so that the bearing leading edge 21'
1s substantially parallel to and flush with the leaflet external
surface 46a.

The apex 21 at the distal end of the projection 1s situated
beyond this orthogonal plane when 1t coincides with the
trailing edge 28 of the annular support 12. That 1s, the apex
21 extends outward from the downstream trailing edge 28 of
the support 12 1n the outtlow direction. The two upper
bearing members 20a, 206 each comprise a lower face (1.e.,
the leading edge) which is parallel to the central part 46 of
the leatlets 1n the closed position.

Referring to FIG. 17, 1n the opened position, the external
surface 46a of the leatlet 1s close to the apex 21. At the same
time, the curvature at or adjacent to the leading edge 42 of
the leaflet contacts the mnner surface of the apex 18 of the
lower bearing members 16a, 1656 (also see FIG. 15). In the
open position, the leaflet 1s in contact with the lower bearing
members 16a, 165 at its leading edge 42 and at the winglet
48a with the extension 30 of the annular support on a surface
adjacent to the recess 32. There 1s a gap with the apex 21 to
avoild sticking. Those features cooperate to stop further
movement of the leaflet 40 from the closed position to the
opened position. The apex 21 does not engage the leading
edge 42 of the leatlet 40, but 1s 1nstead designed to come to
bear against a bearing zone 54 (FIG. 16-54 indicates a center
of the bearing zone) of the external surface 464 of the leaflet
that 1s set back from the leading edge 42 of the leaflet by a
distance d2 greater than the thickness t2 of the leaflet at the
center of the bearing zone 54; thereby avoiding wear of the
leading edge 42 or rotational elements.

The configuration of the upper bearing members 20a, 205
offers the advantage, over W0O2008152224, that their point
ol contact with the leatlet 1s situated 1n a low-curvature zone
of the leatflet, thus limiting the risk of wear. Another advan-
tage 1s that of offering better guidance of the leaflets when
the heart valve 10 passes from a closed configuration to an
open configuration and of avoiding the leading edge of the
leatlets coming to bear against the internal face of the
annular support, leading to undesirable reaction forces.
According to FIGS. 24 and 235, the reaction of the upper
bearing members (only the upper bearing member 20a 1s
visible 1n FIG. 22) on the leaflet 40 1s exactly opposite to the
opening pressure and therefore does not induce any signifi-
cant reaction of the surface of revolution of the recess 32 of
the extension 30 on the trailing edge 28 of the leaflet 40. The
resultant force on the leaflets 40 1s therefore almost zero,
thereby considerably reducing the wearing of the leaflets.

By contrast, with reference to FIGS. 23, 26 and 27, the
reaction at the leading edge of each leatflet, for the heart
valve disclosed 1n WO20081352224, 1s not parallel to the
opening pressure and induces a reaction at the trailing edge,
something which may lead to premature wearing of the
leaflets. It may also be appreciated from FIGS. 26 and 27
that the greater the misalignment between the opening
pressure and the reaction at the leading edge, the greater will
be the reaction at the trailing edge. As a result, this particular
function of the upper bearing members 20a becomes all the
more important the closer the leatlet 1s to the closed position.

In order to avoid a risk of jamming with the other
members for maintaining an open position (notably the
guiding surface 32 and the lower bearing members 16a,
16b), there may be a functional clearance between the upper
bearing members 20a, 205 and the external face 46a of the
leaflet 1n the open position. This arrangement also allows for
a broader choice of leatlet materials, for example through the
use of a material that 1s a little more sensitive to wear but has
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a density closer to that of blood, offering far less inertia
during the phases of opening and closing. A material such as
PEEK has a density of 1.3 whereas the pyrolytic carbon
commonly employed 1n mechanical valve prostheses has a
density of 1.7.

As depicted 1n FIGS. 1 and 13, the leading edge 42 of each

leaflet 40 1s arranged between the two lower bearing mem-
bers 16a, 1656 and the two upper bearing or support members
20a, 205. It will be noted that the members for guiding the
rotation of each leaflet define a virtual axis of rotation
depicted 1n FIG. 22 and situated entirely outside of the
corresponding leatlet, between the latter and the annular

support 12.
In operation, at some point the heart valve 10 1s 1n the

closed position, which 1s best shown 1n FIGS. 2, 4, 5, 8, 13.

The leatlets 40 come together at the trailing edges 44, and
the leading edge 42 of the leatlet 40 1s flush with the inner
wall 14, to provide a reliable seal that prevents blood flow
backward. Any blood flow 1n the inflow (upstream antegrade
flow) direction would press the leaflets closed, and further
movement 1s prevented at the lower bearing zone 352 by the
two lower bearing members 16a, 165, which support each
leatlet 40. Specifically, the apex 18 bearing zone supports the
internal surface 465 bearing zone to prevent further move-
ment of the leaflet. The lower bearing members 16a, 165 are
located between terminal portions 49a, 495 of the leatlet 40,
and the lower bearing zone 52 i1s set inward a predetermined
distance from the leaflet leading edge 42. In addition, the
center support member 34 further supports the leatlet win-
glets 48a, 48b. Referring to FI1G. 13, the leatlet leading edge
42 rests against the proximal end of the guiding surface 17.
Since the lower bearing zone 52 (between the apex 18 and
the internal surface 465) 1s away from the leading edge 42,
wear on the leading edge 42 1s reduced. There 1s a small gap
between the upper bearing members 20aq, 2056 and the
external surface 46a of the leatlet 40, such that the upper
bearing members 20a, 205 are not being utilized 1n the
closed position.

At some point, the leaflets 40 start to move out of the
closed position and toward the opened position. The force of
the blood tlow moves the leatlet 40 1n the outtlow direction.
That separates the leatlet 40 from the apex 18. The leatlet 40
moves 1n the outtlow direction A until, as shown in FIG. 16,
the external surface 46a contacts the bearmg leading edge of
the upper bearing members 20a, 205. At this point, turning
to FIG. 17, the external surface 46a contacts the apex 21 of
the upper bearing members 20a, 205. That causes the leaflet
40 to rotate about the apex 21 at an upper bearing zone 54,
with the winglets 48a, 486 guided by the recesses 32 of the
guide extension 30. The upper bearing zone 54 1s set back
from the leading edge 42 by a predetermined distance. The
trailing edges 44 of the leaflet 40 rotate to extend in the
outtlow direction. And the leading edge 42 rotates toward
the inner surface of the lower support apex 18. Because the
leatlet 40 1s separated from the guiding surface 17, the
leading edge 42 does not contact the guiding surface 17
during rotation, which reduces wear on the leading edge 42.
The leatlets 40 are stopped when the winglets 48 contact the
edge of the recesses 32, and the leatlet 40 contacts the inner
surface of the lower support apex 18.

When the blood flows 1n the inflow direction, the blood
forces the leatlets from the opened position to the closed
position. The leading edge 42 of the leatflet 1s guided by the
guiding surface 17 of the lower bearing members 16a, 165.
The motion of the leaflet stops when the internal surtface 465
of the leatlet contacts the apex 18.
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It 1s noted that in the embodiments shown, there are three
leaflets 40 and three guide extensions 30. In addition, each
leatlet 40 has two lower bearing members 16a, 165 and two
upper bearing members 20a, 205. Having two lower and
upper bearing members 16a, 165, 20a, 206 distributes wear
and pressure more evenly across the leatlet and reduces wear
on the leatlet 40. However, any suitable number of elements
can be provided, including more or fewer leatlets 40 and
guide extensions 30. And each leatlet can have one or more
lower bearing members and/or upper bearing members.

The applicant has found that according to the valve
configuration described i WO2008152224, the leading
edges of the two winglets of each leaflet slide against the
internal peripheral surface of the annular support as the
leaflets rotate at the start of systole. Now, it has been found
that constant contact between the leading edges and the
internal peripheral wall of the annular support according to
FIG. 20, which depicts a partial section through the
mechanical  prosthetic  heart valve disclosed in
WO2008152224 on a plane perpendicular to the longitudinal
axis of the annular support, may create a tlow recirculation
in the obstructed zone behind the leaflets that encourages
platelet aggregation and thrombus formation.

According to FIGS. 11, 12 and 22, the curvature of the
proximal portion 435 of the lateral winglets 48a, 486 (FIG.
12) of each leatlet 40 has been determined so that the leading
edge 42 and the external face of each leaflet 40 are distant
from the internal peripheral wall by at least 0.2 mm, pret-
erably by at least 0.3 mm, or else 0.4 mm or even 0.5 mm,
over at least 75% of the total width W of each leatlet and
preferably over at least 80%, or else 90% when the heart
valve 10 1s 1n the open configuration. The curvature of the
lateral winglets 48a, 486 of each leatlet 40 has also been
determined to encourage the opeming of the flow channels 50
(FIGS. 21 and 22) between the internal peripheral wall 14 of
the annular support 12 and the external surface 47a of the
winglets 48a, 486 of the leatlets 40.

In particular, when the leaflets are 1n the open position
according to FIG. 1, each leatlet 1s 1n contact with the
internal peripheral wall 14 of the annular support 12 only
through the two end portions 49a, 495 of the leaflet as can
be seen on FI1G. 22. Advantageously, the contact zone of the
leaflet 1n the open position 1s less than 15% of the total width
W of the leaflet 40 extending between the extremities of the
two terminal portions 49a, 4956 (FIGS. 11 and 12), 1.e. less
than 7.5% at each terminal portion 49a, 49b. In a preferred
embodiment, this contact zone of the leaflet 1s less than 10%
of the width W of the leaflet 40, 1.e. less than 5% at each
terminal portion 49a, 495 of the leatlet, preferably less than
7.5% of the width W of the leaflet 40, 1.e. less than 3.75%
at each terminal portion 49a, 4956 of the leatlet, and even
more preferably less than 3% of the width W of the leaflet
40, 1.¢. less than 2.5% at each terminal portion 49a, 495 of
the leatlet as illustrated in FIG. 22. In the context of the
present invention, the extensions 30 of the annular support
12 are an integral part of the internal peripheral wall 14 of
the support and, therefore, the leaflet contact zone at the
extensions 30 must be included in the above percentages.

Furthermore, as shown 1n FIGS. 3,11 and 12, the external
surface 46a of cach leaflet 40 1n the open position 1s at a
distance L from the internal peripherical wall 14 of the
annular support 12 at least equal to 5% of the diameter of the
annular support at a plane of symmetry Z of the leaflet.

As can be seen 1n FIG. 22, the axis of rotation of each
leaflet 40 1s also situated 1n a plane parallel to the central part
46 of the leatlet. This plane intersects the two upper bearing
members 20a, 206 arranged on the internal peripheral wall
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14 of the annular support 12. The axis of rotation of each
leatlet 1s also situated at a distance from the longitudinal axis
X of the annular support 12 of the heart valve 10 (in a plane
perpendicular to this axis), which distance 1s greater than
75% of the radius of the annular support 12.

As best shown 1n FIG. 3, the leatlets 40 are configured 1n
the opened position, to form a substantially triangular shape
with rounded corners when arranged 1n the support 12. The
terminal portions 49 of the leaflets 40 engage with the
extensions 30, and the planar central part 46 of the leaflets
40 extend substantially linearly between the extensions 30.
Accordingly, the planar central part 46 extends inwardly
from the terminal portions 49 of the winglets 48 to the center
ol the central part 46, which 1s at the furthest distance to the
inner wall 14 of the support 12. In addition, as best shown
in FIG. 22, 1n the opened position, the external surface 47 of
the distal end portion 41 extends substantially parallel to the
inner wall 14 and contacts the recess 32.

In addition, the curved proximal end portion 43 is con-
figured to begin at the end of the recess, so that the winglet
48 immediately turns sharply away from the mnner wall 14 of
the support 12, forming the gap 350 between the external
surtace 47 of the proximal end portion 43 and the inner wall
14 of the support 12 that forms a channel through which
blood can flow. Accordingly, the distal end portion 41
extends axially outward from the extension 30, then curves
inward at the curved proximal portion 43. The central part 46
extends linearly between the extensions and continues to
move away from the inner wall 14 forming a larger gap
between the external surface 46a of the central part 46 and
inner wall 14. The channel formed by the gap 50 allows
blood to more easily flow 1n the outflow direction. In
addition, the straight central part 46 also minimizes inter-
terence with blood flow. Thus, the configuration of the
leaflets 40 as arranged with the proximal portions 49 posi-
tioned at the extensions 30 and curving immediately
inwardly 1n a linear fashion to the next neighboring exten-
sion 30, provides a widened gap 350 or channel between the
leaflets 40 and the inner wall 14. In one embodiment, the
distal end portion 41 can also be curved inwardly to further
widen the gap 50 just to the sides of the extensions 30.

As turther 1llustrated 1in FIG. 3, the center of the central
part 46 1s the largest distance between the leaflet 40 and the
inner wall 14. The lower support or bearing members 164,
16a are positioned at the mnner wall 14 at the outermost part
of the central part 46, just adjacent to the curved proximal
end portion 43 of the winglet 48, to provide suilicient
support as the leatlet 40 enters the closed position. The upper
bearing members 20a, 205 can be positioned closer together
at the central part 46.

The curvature of the proximal portion 43 of the lateral
winglets 48a, 485 of each leatlet 40 and the shape and
positioning of the two lower bearing members 16a, 165
makes 1t possible to form two flow channels 50 at the level
of the terminal portions 49a, 495 of each leatlet 40 between
cach of the two lower bearing members 16a, 165 and one of
the guiding extensions 30 of the annular support 12 when the
heart valve 10 passes from a closed configuration to an open
configuration. Indeed, the gap 50 between the leading edge
42 of the leatlet 40 and the trailing edge 28 of the annular
support 12 are defined by the specific curvature of the
leaflets, the profile of the trailing edge 28, and the shift of the
axis of rotation that put the leatlet a bit more downstream
with respect to the internal peripheral wall 14 1n the open
position. The dimensions of each tlow channel 50, which 1s
illustrated 1n particular in FIGS. 19, 21 and 22, increase as
the leatlets 40 progressively pivot about their respective axis
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of rotation until such point as the heart valve 10 1s 1n the
open configuration. These tlow channels have the advantage
of minimizing the potential platelet aggregation zones.

By contrast, the heart valve according to WO2008152224

has no tlow channels at the level of the terminal portions of 53

cach leatlet between each of the two lower bearing members
and one of the gmding extensions of the annular support
when the heart valve passes from a closed configuration to
an open configuration, as can be seen 1 FIG. 23. This 1s
mainly due to the contact zone of the leatlet, which 1s about
20% of the total width of the leaflet, 1.e. 10% at each
terminal portion of the leatlet as shown in FIG. 23. The
absence of discharge channels 1n these critical zones may
lead to an aggregation of platelets which could induce a
thrombosis.

In order to manufacture the rigid-leatlets valve according
to the invention, there are various materials that can be used.
For the annular support, a biocompatible metal such as
titanium or stellite for example 1s selected. It may also be
possible to use solid carbon, or else a carbon coating on
graphite.

The leaflets themselves are also rnigid, and may be made
from a biocompatible material, for example monolithic
carbon, or from graphite with a coating of pyrolytic carbon.
The leatlets may also be made from a biocompatible syn-
thetic polymer which also has wear resistance properties
comparable to those of pyrolytic carbon. Thus, a material
such as “PEEK” (which stands for polyetheretherketone) has
a low density of the order of 1.3 and 1s particularly suitable
for the manufacture of the leaflets. This material may be
reinforced with carbon 1n order to increase the wear resis-
tance of the leaflets.

It will be noted that the valve according to the invention
can be made of titanium 1n the case of the annular support
12 and of PEEK for the leaflets, something which affords a
pairing of materials that 1s perfectly suited to the rubbing and
wearing encountered in this type of valve. Furthermore,
PEEK can also be used as a material for manufacturing the
leaflets and pyrolytic carbon for the support, or even pyro-
lytic carbon for the leaflets and the support.

It 1s further noted that the drawings may illustrate and the
description and claims may use several geometric or rela-
tional terms and directional or positioning terms, such as
profiled, square, rectangular, triangular, linear, curved, cur-
vature, rounded, parallel, perpendicular, orthogonal, trans-
verse, axially, circular, flat, leading, trailing, forward, upper,
lower, up, down, 1ner, outer, internal, external, side, distal,
and proximal. Those terms are merely for convenience to
tacilitate the description based on the embodiments shown
in the figures, and are not intended to limit the mvention.
Thus, 1t should be recognized that the invention can be
described in other ways without those geometric, relational,
directional or positioning terms. In addition, the geometric
or relational terms may not be exact. For instance, walls or
surfaces may not be exactly flat, perpendicular or parallel to
one another but still be considered to be substantially
perpendicular or parallel because of, for example, roughness
of surfaces, tolerances allowed 1n manufacturing, etc. And,
other suitable geometries and relationships can be provided
without departing from the scope of the appended claims.

It will be apparent to those skilled 1n the art having the
benelit of the teachings presented 1n the foregoing descrip-
tions and the associated drawings that modifications, com-
binations, sub-combinations, and variations can be made
without departing from the spirit or scope of this disclosure.
Likewise, the various examples described may be used
individually or 1n combination with other examples. Those

10

15

20

25

30

35

40

45

50

55

60

65

16

skilled 1n the art will appreciate various combinations of
examples not specifically described or 1llustrated herein that
are still within the scope of this disclosure. In this respect,
it 15 to be understood that the disclosure 1s not limited to the
specific examples set forth and the examples of the disclo-
sure are intended to be illustrative, not limiting.

LIST OF REFERENCES

Mechanical prosthetic heart valve 10
Annular support 12

Internal peripheral wall 14
Lower bearing members 16a, 165
Support body 19

Proximal end 194

Guiding surface 17

Apex 18

Upper bearing members 20a, 205
Apex 21

Leading edge 21’

Exterior peripheral wall 22
Peripheral rib 24

Leading edge 26

Trailing edge 28

Guiding extensions 30

Profiled recess 32

Guiding arc

Bearing members 34

Mobile leatlets 40

Leading edge 42

Trailing edge 44

Symmetrical portions 44a, 44b
Tip 45

Central part 46

External surface 46a

Internal surface 465

Lateral winglets 48a, 486
Distal end portions 41a, 415
Proximal end portions 43a, 435
External surface 47a

Internal surface 475

Terminal portions 49a, 495
Flow channel 50

Lower bearing zones 52

Upper bearing zones 54

The mvention claimed 1s:

1. A mechanical prosthetic heart valve comprising:

an annular support comprising an internal peripheral wall
centered about a longitudinal axis and delimiting an
internal passage,

at least two mobile leaflets arranged 1n such a way as to
cach be able to eflect a rotational movement about an
axis ol rotation perpendicular to said longitudinal axis
so that the valve can pass from a closed configuration
to an open configuration and vice versa, the leaflets
delimiting a main orifice centered on the longitudinal
ax1s and through which the blood can tlow axially when
the valve 1s 1n the open configuration, the at least two
mobile leaflets at least partially obstructing the internal
passage of the annular support so as to be able to
prevent the blood from flowing back through the main
orifice when the valve 1s in the closed configuration,

cach leatlet comprising a leading edge designed to come
against a portion of the internal peripheral wall of the
annular support when the valve 1s 1n a closed configu-
ration, an internal surface extending from the leading
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edge, and an external surface opposite the internal
surface and extending from the leading edge,

the annular support further comprising two opposite edges
and as many extensions as the number of leaflets, which
extend axially from one of the opposite edges, the
annular support further comprising, on the internal

peripheral wall, two lower bearing members per leaflet
which are situated between two of said extensions and
designed to be 1n contact against the corresponding
leaflet when the valve 1s 1n a closed configuration,

wherein the two lower bearing members contact the
internal surface of the associated leaflet at respective
bearing zones when the valve 1s 1 a closed configu-
ration, a distance between a center of respective bearing,
zones and the leading edge of each leaflet being greater
than a thickness of the leaflet at the center of said
respective bearing zones,

wherein said two lower bearing members comprise each

an apex situated at a distal end of the curved guiding
surface, wherein each apex contacts said respective
bearing zones when the valve 1s 1n the closed configu-
ration; and

wherein the internal surface of each leaflet 1s flat, and

wherein there 1s a gap between the curved guiding
surface of the respective two lower bearing members
and the 1nternal surface of the corresponding leatlet 1n
the closed configuration.

2. The mechanical prosthetic heart valve of claim 1,
wherein the surface of said respective bearing zones 1s flat.

3. The mechanical prosthetic heart valve of claim 1,
wherein said distance 1s greater than 1 mm.

4. The mechanical prosthetic heart valve of claim 1,
wherein each of said two lower bearing members associated
with each leaflet comprises a curved guiding surface, the
leading edge of each leatlet being in contact with the curved
guiding surface of each lower bearing member throughout
the passage of the valve from the open configuration to the
closed configuration.

5. The mechanical prosthetic heart valve of claim 1,
wherein an i1nner surface ol each apex of the two lower
bearing members bears against the leading edge of the leaflet
when the heart valve 1s 1n the open configuration.

6. The mechanical prosthetic heart valve of claim 1,
wherein, 1n a plane perpendicular to the longitudinal axis of
the annular support, the axis of rotation of each leaflet 1s
situated at a distance from the longitudinal axis that 1s
greater than 75% of the radius of the annular support.

7. The mechanical prosthetic heart valve of claim 1,
wherein a profiled recess 1s created on two opposite sides of
cach extension, the recesses acting as guide surfaces for
respective two terminal portions of each leaflet as the heart
valve passes Irom the open configuration to the closed
configuration, and vice versa.

8. The mechanical prosthetic heart valve according to
claam 1, wherein each leaflet comprising a central part
comprising the external surface and the internal surface, and
two lateral winglets flanking the central part symmetrically
with respect to a plane of symmetry of the leaflet and which
are 1nclined with respect to said central part.

9. The mechanical prosthetic heart valve according to
claim 1, wherein the external surface of each leaflet 1n the
open configuration 1s at a distance from the internal periph-
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erical wall of the annular support at least equal to 5% of the
diameter of said annular support at a plane of symmetry of
the leatlet.

10. A prosthetic heart valve comprising:

an annular support having an internal peripheral wall and
defining an internal passage centered on a longitudinal
axis;

a leatlet having a central part and a winglet having a
proximal end portion extending from the central part
with a curved external surface and a distal end portion,
said leaflet further having a leading edge, an internal
surface extending from the leading edge and a planar
external surface opposite the internal surface and
extending from the leading edge, said leatlets movable
between an open configuration that permits blood to
flow through the internal passage 1 a flow direction
along the longitudinal axis, and a closed configuration
that prevents blood from flowing through the internal

passage in the flow direction; and
a lower bearing member extending mmwardly from said

internal peripheral wall and aligned with the planar
external surface of the central part adjacent the curved
external surface of said winglet, said lower bearing
member having a proximal end, a curved guiding
surface extending inwardly from the proximal end and
curved opposite the flow direction, and a distal end
having an apex extending from the curved guiding
surface in the flow direction;

wherein said apex of said lower bearing member contacts

the internal surface of said leatlet at a bearing zone to
support the internal surface of said leatlet when said
leatlet 1s 1n the closed configuration and

wherein the internal surface of said leaflet 1s flat and

further comprising a gap between the curved guiding
surface and the internal surface of said leatlet in the
closed configuration.

11. The prosthetic heart valve of claim 10, wherein said
apex 1s rounded and the bearing zone 1s linear or flat.

12. The prosthetic heart valve of claim 10, wherein the
leading edge 1s rounded.

13. The prosthetic heart valve of claim 10, wherein the
center of said bearing zone 1s set back from the leading edge
by a predetermined distance.

14. The prosthetic heart valve of claim 13, wherein the
predetermined distance 1s at least 1 mm.

15. The prosthetic heart valve of claim 10, wherein said
leaflet 1s rigid.

16. The prosthetic heart valve of claim 10, comprising at
least two lower bearing members for said leatlet.

17. The prosthetic heart valve of claim 10, further com-
prising at least two leaflets and at least two lower bearing
members for each leatlet.

18. The prosthetic heart valve of claim 10, wherein said
lower bearing member 1s aligned with the central part of said
leaflet just adjacent the curved external surface.

19. The prosthetic heart valve of claim 10, further com-
prising a first and second extension which each extend
axially from the internal peripheral wall, wherein said leatlet
extends directly from the first extension to the second
extension.

20. The prosthetic heart valve of claim 10, further com-
prising a plurality of lower bearing members for each said
leaflet.




	Front Page
	Drawings
	Specification
	Claims

